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Applicant(s) 
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Kl Responsive to communication(s) filed on Sep 4, 1998 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quayle, 1 935 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever 
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1 . 1 36(a). 



Disposition of Claims 

Kl Claim(s) 1-10 



_ is/are pending in the application. 



Of the above, claim(s) 
□ Claim(s) 



£8 Claim(s) 1-10 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

Kl See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is Qpproved disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

Kl Notice of References Cited, PTO-892 

K Information Disclosure Statements), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

Kl Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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DETAILED ACTION 
Priority 

1 . Applicant has not complied with one or more conditions for receiving the benefit of an 
earlier filing date under 35 U.S.C. 1 19(e) as follows: 

2. If applicant desires priority under 35 U.S.C. 1 19(e) based upon a previously filed 
copending application, specific reference to the earlier filed application must be made in the 
instant application. This should appear as the first sentence of the specification following the title, 
preferably as a separate paragraph, and may be stated as; "This application claims the benefit of 
U.S. Provisional Application No. 60/ - — , filed - 



Information Disclosure Statement 
3. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been considered. 



Drawings 
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4. New formal drawings are required in this application because the draftsman has objected 
to the formal drawings submitted. Applicant is advised to employ the services of a competent 
patent draftsperson outside the Office, as the Patent and Trademark Office no longer prepares 
new drawings. 

5. This application has been filed with formal drawings which are acceptable for examination 
purposes only. New formal drawings will be required when the application is allowed. 

Specification 

6. The brief description of the drawings for Figures 7- 1 0 are not in an acceptable format. 
Correction is required. 

7. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

8. A sequence appears at page 43 which is not accompanied by a sequence identifier. 
Correction is required. 

Applicant must comply with the sequence rules, 37 CFR 1.821 - 1.825. Failure to comply 
with these requirements will result in ABANDONMENT of the application under 37 
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CFR 1.821(g). Extensions of time may be obtained by filing a petition accompanied by the 
extension fee under the provisions of 37 CFR 1 .136(a). In no case may an applicant extend the 
period for reply beyond the SIX MONTH statutory period. Direct the reply to the undersigned. 
Applicant is requested to return a copy of the attached Notice to Comply with the reply. 

Claim Rejections - 35 USC § 112 

9. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

10. Claims 1 and 6 (and all dependent claims) are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

11. ' Claims 1 and 6 , lines 1 and 2, recite "suitable", and it is not explained what constitutes 
suitableness. If the definition of the above term is merely that condition necessary to produce the 
intended result, the use of this term is redundant. 

Claim Rejections - 35 USC § 102 

12. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(a) the invention was known or used by others in this country, or patented or described in a printed publication in 
this or a foreign country, before the invention thereof by the applicant for a patent. 

13. Claims 1-2 and 4 are rejected under 35 U.S.C. 102(a) as being anticipated by 
W096/39431. 

The claims are drawn to a method for producing cells for implantation at the site of a bone 
infirmity in a human comprising transforming a human host cell with a DNA encoding a BMP and 
culturing such cells. The cells may be a cultured cell line or a primary cell. 

W096/39431 taught (see especially the abstract, pages 2, 15-16, 19, 33 and the claims) a 
method for producing cells for implantation at the site of a bone infirmity in a human comprising 
transforming a human host cell with a DNA encoding a BMP and culturing such cells. The cells 
may be a cultured cell line or a primary cell. W096/3943 1 taught each and every aspect of the 
instant invention, thereby anticipating Applicant's invention. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

14. Claims 1-10 are rejected under 35 U.S.C. 102(e) as being anticipated by US Pat No. 
5,763,416. 

The claims are drawn to a method for producing cells for implantation at the site of a bone 
infirmity in a human comprising transforming a human host cell with a DNA encoding a BMP and 
culturing such cells. The cells may be a cultured cell line or a primary cell. The cell may contain a 
DNA encoding a BMP receptor, and may also contain an endogenous BMP receptor. 
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US Pat No. 5,763,4 1 6 taught (see especially the abstract, columns 3-4, 7-93 1 , 34-36 and 
the claims) a method for producing cells for implantation at the site of a bone infirmity in a human 
comprising transforming a human host cell with a DNA encoding a BMP and culturing such cells. 
The cells may be a cultured cell line or a primary cell. The cell may contain a DNA encoding a 
BMP receptor, and may also contain an endogenous BMP receptor. US Pat No. 5,763,416 taught 
each and every aspect of the instant invention, thereby anticipating Applicant's invention. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

15. Claims 1-10 are rejected under 35 U.S.C. 102(b) as being anticipated by W095/2261 1. 

The claims are drawn to a method for producing cells for implantation at the site of a bone 
infirmity in a human comprising transforming a human host cell with a DNA encoding a BMP and 
culturing such cells. The cells may be a cultured cell line or a primary cell. The cell may contain a 
DNA encoding a BMP receptor, and may also contain an endogenous BMP receptor. 

W095/2261 1 taught (see especially the abstract, the summary, pages 10, 18, 58, 71, 73 
and the claims) a method for producing cells for implantation at the site of a bone infirmity in a 
human comprising transforming a human host cell with a DNA encoding a BMP and culturing 
such cells. The cells may be a cultured cell line or a primary cell. The cell may contain a DNA 
encoding a BMP receptor, and may also contain an endogenous BMP receptor. W095/2261 1 
taught each and every aspect of the instant invention, thereby anticipating Applicant's invention. 
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Conclusion 



16. Certain papers related to this application are welcomed to be submitted to Art Unit 1636 
by facsimile transmission. The FAX numbers are (703) 308-4242 and 305-3014. The faxing of 
such papers must conform with the notices published in the Official Gazette, 1 156 OG 61 
(November 16, 1993) and 1 157 OG 94 (December 28, 1993) (see 37 CFR 1 .6(d)). NOTE: If 
applicant does submit a paper by FAX, the original copy should be retained by the applicant or 
applicant's representative, and the FAX receipt from your FAX machine is proof of delivery. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED, so as to avoid the processing of duplicate 
papers in the Office. 

Any inquiry concerning this communication or earlier communications should be directed 
to Dr. William Sandals whose telephone number is (703) 305-1982. The examiner normally can 
be reached Monday through Friday from 8:30 AM to 5:00 PM, EST. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Dr. George Elliott can be 
reached at (703) 308-4003. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group Receptionist, whose telephone number is (703) 308-0196. 



May 14, 1999 



William Sandals, Ph.D. 
Examiner 




NANCY DEGEN 
PRIMARY EXAMINER 



Applicat 




NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does 
not comply with the requirements for such a disclosure as set forth in 37 CFR 1.821 - 
1.825 for the following reason(s): 



0 , 



This application clearly fails to comply with the requirements of 37 CFR 1.821 

- 1.825. Applicant's attention is directed to these regulations, published at 1114 OG 29, 
May 15, 1990 and at 55 FR 18230, May 1, 1990. 



2. This application does not contain, as a separate part of the disclosure on 



paper copy, a "Sequence Listing" as required by 37 CFR 1.821(c) 



■3. A copy of the "Sequence Listing" in computer readable form has not been 
submitted as required by 37 CFR 1.821(e). 

CU 4. A copy of the "Sequence Listing" in computer readable form has been submitted. 

However, the content of the computer readable form does not comply with the requirements 
of 37 CFR 1.822 and/or 1.823, as indicated on the attached copy of the marked-up "Raw 
Sequence Listing." 

EH 5. The computer readable form that has been filed with this application has been 

found to be damaged and/or unreadable as indicated on the attached CRF Diskette Problem 
Report. A substitute computer readable form must be submitted as required by 37 CFR 
1 • 825 ( d ) • 

CZI 6. The paper copy of the "Sequence Listing" is not the same as the computer 
readable form of the "Sequence Listing" as required by 37 CFR 1.821(e). 



Other: 



Applicant must provide: 

1^] An initial or substitute computer readable form (CRF) copy of the "Sequence 
Listing" 



An initial or substitute paper copy of the "Sequence*' Listing", as well as an 
amendment directing its entry into the specification 

A statement that the content of the paper and computer readable copies are the same 

? n oi, W !? ere a PP licable ' include no new matter, as required by 37 CFR 1.821(e) or 
1.821(f) or 1.821(g) or 1.825(b) or 1.825(d) V ' 

For questions regarding compliance with these requirements, please contact: 

For Rules Interpretation, call (703) 308-1123 
For CRF submission help, call (703) 308-4212 
For Patentln software help, call (703) 557-0400 



Please return a copy of this notice with your response. 



